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3009.01
RECORDS AND REPORTS
LABORATORY NOTEBOOKS
1. Purpose
2. Policy
3. Procedures
1. PURPOSE This Guide explains existing Center-wide policy and-
procedures for the "issuance and malntenance of laboratory
notebocks.
2. POLICY All research data generated in or for the Center for

Peod Safety and Applied Nutrition are the property of the Food
and Drug Administration. The laboratory notebook is the pre-
ferred medium for the recording of laboratory data in the
Center. At times, however, other media (forms, charts etc)
may replace or be used in conjunction with the laboratory
notebook. For the proper management of scientific data, it is
critically important that the Center have access to all forms
of primary laboratory data generated from each approved proto-
col and be assured that there is basic uniformity in the met-
hod of data recording. A Center for Food Safety and Applied
Nutrition Quality Assurance (BFQ) number will be assigned to
each protocol developed for research in the Center. Notebooks
will be issued for studies with approved Protocols. All data
generated as a result of a given study protocol shall be
identified with the assigned BFQ number.

2. DROCEDURES
A, Issuance of lLaboratorvy Notebook
1. Only official, serially numbered notebooks issued

by the CFSAN Quality Assurance Staff (QAS) are to
be used when the standard bound laboratory notebook
as the data recording medium.

[

2. Notebooks are to be issued for the recording of
data from research with an approved protocol (BFQ
#).
B. Maintenance
1. Each approved protoccl shall have its own szet of

notebooks for the recording of primary data or dir-
ect references to primary data. Entries made con-
cerning instrument/equipment maintenance, telephone
conversations, etc are not congidered primary data.
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3009.01

The first few pages of each notebook shall be re-
served for a brief Table of Contents. The Table of
Contents shall contain the following information:

Date Description Page Number

Notebook entries are to be made in black or blue -
black indelible ink. Pencil or pens_with erasable
or water soluble inks shall not be used. All en-
tries must be dark and clear enough to be
photocopied. '

Illustrations such as charts, graphs, photographs,
etc. may be pasted Securely in the notebook if they
approximate the size of the page. Veluminous
printouts, charts, photographs, etc shall be main-
tained in supplemental files and referenced in the
notebock.

All entries shall be initialed if made by somecone
other than the notebook owner.

Entries shall be neat and legible. Errors shall be
marked through with a single line, initialeaq and
dated. Erasures are not to be made and pages are
not to be removed.

Experimental results shall be summarized in the
laboratory notebook.

All unused notebook pages shall be cancelled with a
diagonal line,

At the completion of a study, notebooks and other
related records shall be retained by the
investigator.

cC. Employee Separation

A notebook assigned to an employee who is separating from
the FDA must be turned in to the first line supervisor
who will be responsible for maintaining the notebook and
other research information.
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3009.02

RECORDS AND REPORTS

PUBLICATIONS AND PRESENTATIONS

1. Purpose
2. Policy
3, References

1. PURPOSE This Gﬁidg references, the Center for Fgod Safety
and Applied Nutrition policy and procedures associated with
the review and clearance of publications and presentations.

2. POLICY All scientific publications and presentations by
Center for Food Safety and Applied Nutrition personnel must
adhere to the procedures given in the CFSAN Policy and
Procedures Manual, In addition, nonclinical laboratory
studies must have a final report approved by the QAS prior to
the release of any data.

3. REFERENCES

a. Review and clearance procedures for publications and
presentations Policies and Procedures Manual, Guide No.
CFSAN 2010.01, Clearance and Processing of Materials for

Publications.
b. Requirements for approval of reports prior to release of
nonclinical laboratory (GLP) study information. {See

CFSAN/QA Laboratory Manual Guide 3009.04, Final Report}.
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3009.03

RECORDS AND REPORTS

CPSAN STUDY PROTOCOL

1. Purpose
2. Policy
3. Procedures

Attachment A ~ Form FDA 3244 (Revised
03/93) CFSAN Study
‘Protocol

Attachment B - Form FDA 3244a (Re-
vised 03/93) CFSaAN
Amendment to Protocol

1. PURPOSE This Guide establishes Center-wide policy and proce-
dures for the preparation of a protocol for nonclinical labor-
atory (GLP} studies and all other research conducted in and
for the Center for Safety and Applied Nutrition.

2. PQLICY The Good Laboratory Practice (GLP) Regulations (21
CFR Part 58) require that each nonclinical laboratory (GLP)
study have a written approved protoccl that clearly states the
study objective and methods for the conduct of the study. In
addition to this requirement for GLP studies, the Center re-
qures that protocols also be prepared and approve for all
other scientific research conducted.

3. PRULEDIURES The protecol form (attachment A} has been de-
signed to be used by all investigators to help fulfill the
requirements of both the GLP Regulations and center policy.
In addition to the hardcopy of the form, the protocol is
avallable on computer disk (Word Perfect 5.1} and can be
obtained from the CFSAN Quality Assurance Staff.

A. Preparation of Draft Protocol

The Study Director/Principal Investigator shall conplete
sections 1 thru 19 f of the protocol (Form FDA 3244
revised 03/93 or the computer disk version) for all
scientific research to be conducted for which there is an
approved tactical plan (See CFSAN/QAS Laboratory Manal
Guide 3003.01) Any protocol section not applicable to
the research to be conducted shall indicate "NA" in the
appropriate space on the form. If support services are
required (pathology, mathematics, chemistry), the support
unit investigator shall prepare a support protocol that
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3009.03

shall be appended and indicated in section 19f (Exper-
imental Design Appendices). If the research is a GLP
study, section 20a shall be signed by the individual
designated as study director. For all other research,
the signature of the principal investigator is required
in section 20b.

BE. Review of Draft Protocol -

1. The protocol must be submitted to line management

and the appropriate strategic manager to review for
scientifie merit. Comments will be sent +e the
study director to be addressed.

2. If applicable, IACUC will review the protocol for
animal care and use procedures.

3. The Safety Office will review the protocol if
radicactive, carcinogenic or hazardous materials
are used.

4. All protoceols shall be submitted to the Quality
Assurance Staff for review and the assignment of a
study (BFQ} number. The QAS shall review each
protocol to determine if they are subject to the
Good Laboratory Practice Regulations. Those
protocols deemed to be for nonclinical laboratory
studies (GLP) shall be reviewed for compliance with

the GLP regulations (section 58.120). Comments, if
any, shall be sent to the study director for
correction.
C. Protocol Approval
1. The study director/principal investigator shall

consider comments made by the various reviewers and
incorporate the necessary changes into the proto-
col. The protocel is then submitted to line *
management and the appropriate strategic manager
for their signatures.

2. Line managers (first 1line supervisor, Division
Director, Office Director) and the Strategic
Manager shall sign and date the protocol in the
appropriate space on the form (see Attachment A).
Protocols that do not require the use of animals
shall be submitted directly to the QAS after
managerial approval.

TRANSMITTAL NO. -PAGE
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The Institutional Animal Care and Use Committee
(IACUC) shall sign and date the protocol if com-
ments concerning the care and use of animals have
been addressed. The IACUC will then forward the
protocel to the QAS for approval.

The Quality Assurance Staff will sign, date and
assign a BFQ number to a non-GLP protocol if the
procedures outlined in the protocol conform to

Center policy for guality assurance. GLP study
proLtocols will be signed, dated and have a BFQ

number assigned if the protocol is in compliance
with the GLP regulations. The approved protocol is
returned to the study director and is the official
protocol for the study.

D. Use_and Distribution

The Study Director\Principal Investigator shall retain
the original approved protocel and distribute copies of
the approved protocol for use by study personnel and
management,

E. Changes or Revisions

All changes or revisions to an approved protocol must be
made using the Amendment to the Protocol, FDA Form 3244a
(5ee Attachment B).
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3009.03 ATTACHMENT A

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Public Health Service
. Food and Drug Administration -

CFSAN-STUDY PROTOCOL

USDA CODE

Tactical Pisn Project Number:

Completa the following quastions, any which do not apply respond by entering N/A, do not leave B8Ny space blank.

Classification of Study: GLP D NON-GLP D

1. Protocol Title:

%

2. Facility iname and address): 3. Study Objoctive {if additionat space is reguired, use B%" x 11°:

3. Proposed Date Study Initiated: 5. Nsme of Study Director:

b. Proposed Dats Siudy Compietad: | 8. Name of Principal investigator {for RON-GLP Studies):

7. Organizstionsl Unit tor the Swdy Director {i.e., office, division, branchi:

FORM FDA 3244 Revised (3/83) - Study Protocad 1 of 8
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3009.03 ATTACHMENT A

8. Swdy Personnel (include tithes and names):

a. Has a literature sesrch been conducted:

NQD

Yes

b. Literature search bibliography attached?

Yes

NOD

proposal.) Yas

[}
Indicate with Y for yes o N for no 1o tha following:
Doss the propossd study utilize:

4. Hazerdows chamical{s} D
b,  Radicactive materialis) Dm vas, refar 1o Radiation Gafety C

Juatificstion must bs provided for this prowcol

€. BL2 biologicel agents
4. Nonhazardous materials D
. & Others {I.e., carcinogens stc.) D
1. Materials safaty dats shast IMSDS) attached D
9. RSC approval sttachad D

{RSC) tor spprovai.)

FORM FOA 3244 Revised {3/9]) - Study Protocal

20f 8
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ATTACHMENT A

n. Name of Anticle: b. CAS No.
e . Lot No. _
d. Characteristics {strength, purity ste.): €. Stability:
f  Sourca:

8. Name of Articla: b. CAS Na.
¢. Lot No.

d. Characteristics (strength, purity, ste.): e, Stability:
f.  Source:

a. Maisrial Used 1o Solubilize or Suspand Articles:

b. Routs of Administration snd Reason for Choice:

€. Spacification for Acceptable Lavels of interfering Substances:

Speciss: b. Strain;—

c.

Substrain:

FORM FDA 3244 Revissd (3/53) - Study Protocol




- 3009.03 ATTACHMENT A

d. Source:

e, Justificatlon for Saslaction:

f. identification (sartag, punch, ate )

j- Method of Euthanasia; k. Douszge Regimen and Duration:

FORM FDA 3244 Revised (3/93) - Study Protocol 4 of 8

; " PAGE
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ATTACHMENT

List SOP's which involved animals and have pravicusly bean spproved by the IACUC.

b.  List and submit SOP's which IACUC has not spproved.

FORM FDA 3244 Revised {3493} - Seudy Protacal
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ATTACHMENI

18. in Vitro Study—-Test System

recuirad use BY " x 11" shaat):

IS Narrative (Discussion of the general sxpstimantsl plan inchuding mathod for contral of bias—if additional space is

Schadule for Critical Phases Are to Be Addad by “Amendmant to Frotocol” After Protocol Approval snd Before

Initiation of tha Study.

b.  Types and Frequency of Tests, Analysss and Moasursmants: (Refer to the SOP'a associated with sach.) Note:

FORM FDA 3244 Ravised (3/93) - Study Protocel

6 of 8
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3009.03 ATTACHMENT A

c.  Propossd Statistical Msthods:

d.  Records to Be Maintained:

¢.  Safety Precautions or Hazard Identification:

FORM FOA 3244 Revised {3/93} - Sty Pratocol 7of 8§

PAGE
: 7
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3009.03 ATTACHMENI

2

Anaiytical Chemistry Protocol:

3 Clinical Chamistry Contract\Protocaol;
23] Hermatology Contract:
{51 Other (Specifyl: -

a. Study Dirsctor: Date:
b. Principal Investigator {for Non-GLP Study}: Date; ]
€.  Supervisor: " Data:
d.  Division Directer: Date:
8.  Office Director; Date:
. Stvatogioc Manegor: {flaviny resd Um puivcw,  has Poen USISOMNSa INAT NG Vatea:
work outlined in this study is relative to tha Center's mission.)

g. Reviewar:

Data:

h.  Chairperson;

i Reviawer:

Date:

FORM FOA 3244 Revissd (3/33) - Study Protocal -

8 of 8
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3009.03 ATTACHMENT B

RO MUBLRER

Departmant of Health and Human Sarvices
Publle Health Sarvice R
Food and Drug Adminlsuation’

CFSAN—-AMENDMENT TO PROTOCOL

HS HdMlIuﬁm D

. Deacription of Change:

§. Elgnatury of Study Diractar

ORI FOA 33444 1B Amacd Protocsd (1)

_ PAGE
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3009.04
RECORDS AND REPORTS
FINAL REPORT
1. Purpose
2. Policy
3. Procedures
Attachment A - Form FDA 3224 Revised
03/93, Nonclinical
Laboratory . Study Final
Rapnrt
‘Attachment B - Form FDA 3224 Revised
03/93, Labcratory Study
Amendment to the Final
Report
Attachment ¢ - Form FDA 3224 Revised
03/93 Laberatory Study
Appendix to the Final
Report
1. PURPOSE This Guide establishes Center-wide policy and pro-

cedures for the requirement of a final report for both non-
clinical laboratory studies and other research conducted in
the Center for Food Safety and Applied Nutrition.

2. POLICY A final report shall be prepared for all nonclinical
laboratory GLP studies for which the experimental work and
data evaluation was not completed before June 20, 1979. Only
data from studies for which a report has received the Quality
Assurance Staff’s clearance will be permitted to be published
or released. This regquirement is in addition to all other
administrative clearances. In addition, a final report shall
be prepared for all other research conducted in the Center
that is not covered under the GLP regulations. The final
report for non~GLP laboratory work shall contain at a minimun,
a summary of the experimental results and the conclusion
drawn.

3. PROCEDURES The final report, final report appendix and
amendment forms that are to be used for nonclinical laboratory
studies have been designed to assure compliance with the Good
Laboratory Practice Regulations (21CFR, Part 58). These forms
are also available on computer disk in Word Perfect 5.1. The
format to be used to report the results of other research
{non«GLFP) can be decided by line management of the individual
study unit.

TRANSMITTAL NO. 95-1  (10/95) PAGE 1
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3009.04

A. Nonclinical Laboratory Study (GLP)

1.

Preparation of the Final Report

A final report shall be prepared by the study
director at the conclusion of each study providing
the information specified in form FDA 3224, Non-
clinical Laboratory Study Final Report (Attachment
A). A computer disk version of the final report is
available in Word Perfect 5.1. Both are available
from the Quality Assurance Staff. The final report
shall ke aigned and daled by the sStudy director.

Preparation of the Appendix to the Final Report

Appendices to the final report shall be Prepared by
the principal investigator of the unit that pro-
vided the support for the study (Chemistry, Path-
ology, Mathematics, etc). The principal invest-
igator shall use form FDA 3224b, Nonclinical Labo-
ratory Study Appendix to the Final Report (Attach-
ment C). The Appendix to the final report shall be
signed and dated by the principal investigator .and
submitted te the study director in charge of the
study for which the support was provided.

Preparation of Final Report Amendments

Any addition or correction made to the final report
once it is signed by the study director, must be
done using form FDA 3224a, Nonclinical Laboratory
Study Amendment to theo Final Repoirl (AbLLachment H),

OAS Review

The Quality Assurance Staff shall review the rinal
report and audit the data generated to assure that
(a) the report is consistent with the approved
protocol and SOP’s; (b} that changes made to the
protocol and SOPs were authorized and documented;
(c) that the reported results accurately reflect
the raw data. The QAS shall then prepare and sign
a Quality Assurance Clearance Statement to be
attached to the final report.

B. Other Research {non-GLP)

TRANSMITTAL NO.
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3009.04

1. At the conclusion of the work for each protocol the
principal investigator shall prepare a final report that
summarizes the results of the research and the
conclusions drawn.

2. The principal investigator shall sign and date the report
and submit it to line management (Branch Chief and

Division Director) for review.

3. The Branch Chief and Division Director shall review the
report, sign and date it indicating his/her approval.

4, A copy of the approved final report shall be sent to the
appropriate Strategic Manager and the Quality Assurance
Staff for thelr information. The QAS will then note on
its records, the completion of the research associated
with a specific BFQ number and report this information to
Center management. '

TRANSMITTAL NO., 95~1 (10/95) PAGE 3
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ATTACHMENT A

| RS Report Tite:

2. Faclity (Nama and address):

3a. Date Study Initlated:

3b. Dete Study Completed:

4. Eigneture of Study Director:

5. BFD Number:

8. Namw of Principal invastigator:

7. Qthar Authors and Study Personnal fincludes names and titkesi:

B,  Study Objectiva:

8. Introduction:

10. Summary:

FORM FDA 3224 Revised (3/93) NONCLINICAL LABORATORY STUDY

TRANSMITTAL NO. 95-1

(10/95)
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3009.04 ATTACHMENT A

12a. Nerme ot Anticle: 12b. CAS No.
12¢. Lot No.

12d. Charscteristics {Strength, purity, s1c.k ' 12s. Swablity:
121, Bource:

13g. Source ' 13h. damtification (Esrtsg, punch, stc.}

13. Route of 13). Dozagae Regimen: 13k, Duration of Treatment:
Adminiztration:

FORM FDA 3224 Revised {3/03) NONCUNICAL LABORATORY STUDY Fisal Rapart 2

- PAGE ’
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3009.04 ATIACHMENT A

18. N VITRO Study - Test Systam

168. Results: {Should retiect sl ew dota.)

17. Circumstancas Affecting the Quslity of integrity of the Deta:
E) i

b. Pathology Report: )

¢. Mathamatics Raport:

e. Chnical Chamistry and Hematology:

1. Othar [Speciy):

19. Conclusions:

20. Archivel Location of Raw Data, Specimens, end Final Asport:
21. Sipnsture of Stixty Dirsctor; Dets:

FORM FDA 3224 Rovised |3/93) NONCUNICAL LABORATORY STUDY Final Report 3
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3009.04 ATTACHMENT B

BFQ MUAMBER:

Department of Health and Human Services
Public Haalth Service
Food and Drug Administration
CFSAN—NONCLINICAL LABODRATORY STUDY
AMENDMENT TO THE FINAL REPORT

2. Type of Change: { / one) 3. Saction of Report Amended:

D Correction D Addition D Dalstion

4. Reason for Amandment:

§. Description of Change:

8. Signature of Study Director: 7. Data:

FORM FDA. 32244 (3/92) Amend Final Report (1)

PAGE
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3009.04 AITACHMENT C

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Public Haalth Sarvica
Food and Drug Administration

CFSAN-NONCLINICAL LABORATORY STUDY
APPENDIX TO FINAL REPORT -

3a. Dats Suppont Wntisted:

3b. Date Support Complated:

4. Mame of Principal Investigatan

6. BFQ Mo,

8. Nama of Study Dirsctor

& Objecuva:
9. Matwisis and Mathods:

12. Rasuity;

12. Sig Frincipal MwssuUQaTor 13. Date

FORM FDA 12246 Ravisad (/D) - Appendn © Firwal Raport 1
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RECORDS AND REPORTS

NONCLINICAL LABORATORY STUDY - ARCHIVE

1. Purpose
. Policy
3. Procedures

Attachment A - Form FDA 3255a, Archive Data
and Specimen Location Form.

Attacrhmant R — Parm FDA 1285, Archive Data
and Specimen Retrieval Reguest.

1. PURPOSE This Guide establishes Center-wide policy and
procedures for the retention of final reports and associated
raw data for nonclinical laboratory (GI.P) studies.

2. POLICY The Center for Food Safety and Applied Nutrition
shall maintain a centralized archive for nonclinical labora-
tory studies under the control of the Quality Assurance Staff.
This archive will include data from FB-8, MOD I, and other
satellite facilities and studies performed under contract,
These data shall be retained for a period not less that 5
years from the date of approval of the final report.

3. PROCEDURES
A. Material to be retained
1. All raw data, documentation, protocols, SOPs and

final reports shall be submitted to the Center

Archive by the Study Director after the clearance

of the final report by the Quality Assurance Staff.
2. Specimen such as skeletons, Wilson sections and wet ™
samples for histological examination, which are not
submitted to the archive shall be secured and the
location identified in the final report.

3. The final report and/or study data retained by the
study director for the purpose of preparing a
manuscript or presentation shall be identified on
Form FDA 3255a, Archive data and Specimen Location
Form (See Attachment A).

TRANSMITTAL NO. 95-1 {10/95) PAGE 1
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This form signed by the study director, shall be
retained by the archivist until the final report
and/or data is submitted to the Archive for filing.

B. Access to the Center Archive

1.

The archive shall be locked at all time and the
archivist is responsikble for its security. only
the archivist and/or the alternate archivist shall
possess keys to the archive.

[l Storagae of reoords and data

1.

The Study Director shall provide an index of all
material for submission to the archive including
(e.g. protocol, final report, volumes of raw data,
amendments, etc.). The index shall also include
the BFQ No. and Study Director’s signature.

The Archiviet zhall:

a. Index and cross-reference the submission by
BFQ No., title, Study Director’s name, nature
of study, test article, test system angd date
of study.

b. File the submitted material by the BFQ Number.

c. Identify the file cabinet where the submitted
data is retained on the cross-reference index
cards.

D. Retrieval of records and data

1.

Whenever there is a need to retrieve records or
data, the Study Director chall complete the top of
Form FDA 3255, Data and Specimen Retrieval Request
(see Attachment B).

The archivist shall file the Data and Specimen
Retrieval Request form in the folder from which the
data was withdrawn

When the data is returned, its completeness shall
be checked and recorded on form FDA 3255 by the
archivist. The bottom of form FDA 3255, Data and
Specimen retrieval Request, shall be completed and
signed by the Archiviet.

TRANSMITTAL NO,

PAGE

95-1  (10/95)




A

ATTACHMENT

3009.05

of,
5

5

iy

PR/ 00T WO WO

L

Pty

"D it (3 IIENDAPE PUL AINOE By MUK SAOQE BA J0 L0 EML BY) IR AL |

SWaL JOnuS

NOWYSO) LINA SMIL
TYNOLLYZINYIHO 40 "ON
%&gsuti,ngzéggsgiiig oy
‘ON g WHO4 NOLLYI0T NIWIDIdS ONY ViIVdIAIHOHY

PAGE

(10/95)

95-1

TRANSMITTAL NO.



c 3009.05 ATTACHMENT B

DATA AND SPECIMEN RETRIEVAL REQUEST

TIME BRQ No.
{TEM(S) RETRIEVED CUANTITY
hiabiF OAF RED IFRTER ,malmﬂn-n 3
L
PURPOSE FOR RETRIEVAL
AUTHOREED BY DATE
STUDY DIRECTOR
RELEASED BY _ DATE
, ARCHMIST ]

|ﬁwmmuwwu“hmn—dmmmnh—d-¢n-nmm
maimain iInwgrity of hars mantionsd sbove.

REQUESTER’S SIGNATURE DATE

WEMSRETURMED . GQUANTITY .. CONDITION

RETURNED BY

RECEIVED BY DATE

:mnmﬂm
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